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Office Action Summary 



Application No. 
09/756,125 



Applicant(s) 



Kishimoto et al. 

11 



Examiner 



G. R. Ewoldt 




- The MAILING DATE of this communication appears on the cover 



sheet with the correspondence address - 



MONTH(S) FROM 



Period for Reply _. pypiRc 3 
A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRt J 

THE MAILING DATE OF THIS COMMUNICATION^ ^ ^ ^^^^^ ^^^^^^^ ^ ^^p,y be timely filed 

■ ''^ftf sfxl^^^^^^^^ Within the statutory minlmun, of thirty (30, days will 

. ,f the period for reply specified above ,s less than th.rty (30) days. 

. „ -STofrr Specified aho.e, the .a.i.u. statutory period will apply and wii, exp,re SIX ,a, ^ ^ 

earned patent term adjustment. See 37 CFR 1.704(b). 
StBtUS 

1 ) K Responsive to communication(s) filed on Sep 20. 200 1 

m *'^vciwAi 2b) □ This action is non-final. 

2a) K This action is FINAL. . . 



Disposition of Claims 

4)K Claim (s) S-?7 



4a) Of the above, claim(s) 
5)n Clainn(s) _ 




6) K Clainn(s) 

7) 0 Claim(s) 

8) D Claims 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

lOjD The drawing(s) filed on 



is/are pending in the application, 
is/are withdrawn from consideration, 
is/are allowed, 
is/are rejected, 
is/are objected to. 



are subject to restriction and/or election requirement. 



is/are objected to by the Examiner. 

is: a)Q approved bjD disapproved. 



1 !)□ The proposed drawing correction filed on . 

1 2)0 The oath or declaration is objected to by the Examiner. 

tlX'ellslde 0, s 0,31. .o, .oreign p,:o,„v .nd. 35 U.S.C. . n9,=>..d,. 

a)D All b)D Some* OD None of: 

1 □ Certified copies of the priority documents have been received. 
2. □ certified copies of the priority documents have been received in 

•see the attached SSed Office action for a iist of the certified -P-"—^ 
14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attachment! s) 

151 ^ Notice of References Cited (PTO-892) 



16) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

17) □ Information Disclosure Statement(s) {PTO-1449) Paper No(s) 



18) □ Interview Summarv lPTO-413) Paper Nols). 

1 9) □ Notice of Informal Patent Application (PTO-1 52) 

20) □ Other: 



U S Patent and Trademark Office 

PTb-326 (Rev. 9-00) 



Office Action Summary 



Part of Paper No. 1 1 




Serial No. 09/756,125 
Art Unit 1644 



DETAILED ACTION 



1. The examiner of your aPPlicfion in the PTO h 

aid in correlating any papers f°^.^^^J.JPP3i^Jid ^e directed to 
correspondence regarding this application should 

Dr. Gerald Ewoldt, Art Unit 1644. 

2. Claims 9-17 are being acted upon. 

r..^::llT^\T^l ^^e^Z'^'^lTr^t^re, under revised 37 CPR 



1.121. 



Ar,nli rant's Terminal Disclaimer, filed 9/20/01, 
Jhe prevIoS: Soub?f p^entL^g rejection has been withdrawn. 

5. The following is a quotation of the first paragraph of 35 

"•'•'^The^peiification shall contain a -^tten description of the invention, ^andof^^ 
the manner and process of -^-^ing and using it in such full, pertains, or 
exact terms as to enable any P^^=°n skilled in the ar ^^^^^ 
with which it is most nearly connected, to ^ake and ^^e ^.^ invention, 

forth the best mode contemplated by the inventor or carry y 

.... near.. 

connected, to make and/or use the invention. 

Anolicant's Deposit Declaration, filed 9/20/01, indicates 
Applicant s u^puo rp-?998 has been deposited 

that the hvbridoma designated FERM BF zy^e nat. ^jcc t- 
■cnax. Lue iiyj^ RnHpnpqt Treaty and that all 

under the provisions of ^he Budapest ireaty removed 

^orThriniorceajrUfe'orthe patent, whichever is longer. See 
MPEP 2408. 

7. The following are New Ground for Rejection necessitated by 
Applicant's amendment, filed 9/20/01. 

8. Claims 9 and 13 are rejected under 35 U S^C^ S Hl'tten"'' 
SS;n-f^fhe^Sri^triren?ron^ -s 
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u'lioH in the relevant art that the 
not reasonably convey to invention at the time 

r^llc-ioS Taf r.;r rnew .....r .ejection. 

- ^^-^^iz ^^^^^^^ 

SrnlntirorinclSSif/a^SZl^entary dete^inant region of an 
antibody produced by FERM BP-2998. 

Applicant's amendment, filed 9/20/01 asserts that support 
for thfamendment can be °" ^^^es lO-U of tha,^^ 

specification. However, the cited Page= «° comprising at least 
/or. the -wly clai-d -b;g-u of^antrbodr^^^ ^^_P^^^ ^^^^ ^^^^ 

a single CDR of the ^'^^^^"^f , ^_,,„ g^en though there is a 
a genus may not ^-PP°f^/,^f ^^^^'3 a subgenus is not 
disclosed species within the 9®'^^° °" it and a species 

necessarily described by a genus en^°^PJJ^^g!^53/'g83 (CCPA 1972). 
upon which it reads, In re Smith 173 Ubfy o/:^, 
See MPEP 2163.05(b) . 

Claims 9-17 - rejected under 35 0 S^C^.^m ^^^^ 
^"-f S ihrd^:rinSbiSr;fAvial =ell^.--^^comprisin, 
administering an antibody produced by FERM BP 2998, 
does not reasonably proyrde ^"ablement for_ comprising 

a method of ^"hibrtrng synovial cell gro^^^^ determinant 

administering an antibody i"':^""^"^ p „ bP-2998. 
region of the antibody produced by FERM bp /53o- 

The specification does not enable any person skilled In th^^ 

• u -: 4- r^c■r•■t-a^ Or With WhlCh It IS lUUtol- ijccij- j 

to which It pertains, or wxl ^^^^^^^.^^ scope with these 
to make/use the invention commensurate in scope 

claims . 

Antibodies a highly complex binding -1-",^- ^^^^i^^ee' 
complementary determining regions (CDRs) per bi ^^^g 
Figure 1, Bendig, 1995). The reierenoe 
engineering of a recombinant antibody comprising 
source and trameworic and con tant regions fro^^^^^^ ^^^.^^^^ 



In 



source and framework ana ^^^^^^'^^.^J^^d the original antigen, 
necessarily "^^^^^f J^°f p!aced1n the frLework of the 
fact, even when all 6 CDRs are P"""^'' , ^he resultant 

most closely related f^ibody as is possible th^ antigen" 
antibodies often ;will show le or no bindi g^^^^ 
(page 86, =°1^^^2). Thus, the inst ^^^^ ^^^^^ ^.^^^^ 

antibody comprising DUst a single r .^^^ion discloses no 

unpredictable. Given that the ^"^^^^J^/^. p^-i cDR, said 

functional antibodies comprising lust a single Pixi 



• 
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unpredictability v,ould be considered to require undue 

experimentation . 

X. re .and., 858 F.2d at 737, 8 USPQ2d at 1404 (Fed 
1988) indicates that the ^^^.f ^f^S to safisf the statute, 

specific e-^l-^^^^^^^fi" experSentation necessary, the 
Thus, in view of the quantity °^ ^. ^ j^^iity of the art, and 
lack of working examples, the unpredictabiiy ^^^^^ 

the lack of sufficient guidance ^^ ^J^^f^Se claimed invention, 
take undue trials and errors to practice tne 

10 No claim is allowed. 

n. Applicant's amendment n ssitat^ rco?drng?;!^H^S 
rejection presented in ^his Office acti ^ licant is 

ACTION IS MADE FINAL. See MPEP § " 3et forth in 37 

reminded of the extension of time policy as se^ 

CFR 1.136(a). reolv to this final action 

A shortened statutory period f°J/^Pi^.^° ^^te of this 
is set to expire THREE MONTHS from the ^a-l^-^.^f,^ ^qNTHS of 

action, in the ^^f ^.^/^.^J^i'SLn and the advisory action is 
the mailing date of this final action ^ shortened 

not mailed until after the 3™tutory period will expire 

statutory period, then the ^^ortened statutory p 

on the date advisory action xs .ailed^ ^ 

pursuant to 37 CFR l.lib a) wiii however, will the 

Lte of the advisory J^than SIX MONTHS fro™ the 

statutory period tor repiy ^^^y-^ 

date of this final action. 

12. Any inquiry concerning this co-unication or ear^ ^^^^^^ 
communications from the examiner ^^.ggos, ^he examiner 

Ewoldt Whose telephone n f e^ 308^9^^^ ^^^^ 

stSo^r'Cssagr:;: .e le t o e 

service. If attempts to ^^f^'ervtsor Christina ?han can be 
unsuccessful, the examiner's supervisor, 

reached on (703) 308-3973. 



G.R. Ewoldt, Ph.D. 
Patent Examiner 
Technology Center 1600 
November 26, 2001 



Patrick J. Nolan, Ph.D. 
Primary Examiner 
Technology Center 1600 



